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($4) TiUe: INTERJOR UNER FOR TUBES. PPES AND BLOOD CON'OUTTS 
(57) Abstract 



A rube which ciTcumferemially distends 
from j!s iniiial circumfcrtnce upan the appli* 
cation of a ctirumftrentiaDv distending forte 
such applied b) ar in^^mal pmsure. and 
which exhibiis minimal rtcoil following the ic- 
movil of the cim:nfcTcntiaJ)y distending force. 
The tube preferably has a second cimimfcr- 
ence larger thitn ihc initial circumfeTence which 
remain' vjbsiar;ially unchanged by funher in- 
erea^inf force oncf ii hai been achieved. Be- 
cause of the disiensiblt circumfeitncr and min- 
ima! re*. 3:1 of the tube, the tube is usu*ul as a 
liner for pipes and vessels and paniclarly for 
pipes and vt%%t\s having irregular imemal sur- 
face n towtich the tube car. imoeihK co nform. 
Tftt tube is preferably made from porous PTTE 
with thir walls, in which form ii is panicularly 
useful a> a hner for boL^i living and prosthetic 
blood vessels and to line ananomoses between 
living and prosthetic blood vessels. 
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INTERIOR LINER FOR TUBES. PIPES AND BLOOD CONDUITS 



This Invention relates to the field of interior liners for pipes 
end tubes end partlculirly to liners for blood conduits. 



BACKGROUND OF THE INVrWTlQM 



There exists i need for a liner to provide a new interior surface 
lining for pipes and tubes in various applications. A liner having a 

10 smEller circumference than the Inner circumference of the tube or pipe 
intended to be lined could be easily located axlally within that pipe 
or tube. If such a liner were circumferentially distensible by the 
application of an Internal pressure it could be expected to conform to 
the topography of the inner surface of the pipe or tube during use 

15 even if that surface were rough and Irregular. Alternatively, an 
inflatable balloon could be used to circumferentially distend the 
liner to cause it to conform to the interior surfaces of the tube 
being Hnei. The ends of the liner could be affixed to the interior 
surface of the lined pipe or tube by various known mechanical 

20 fastening means; in some instances it may not require fastening, 
particularly at the downstream end. Such a liner would be of even 
greater utility if it were made from a highly chemically inert 
material . 

Particularly useful applications of such a concept would be as an 
25 interior liner for prosthetic vascular grafts or natural vessels, for 
example, the liner could be installed within arteriovenous grafts 
cannulated by dialysis needles for kidney dialysis. Such grafts 
presently have a useful life expectancy often limited by the number of 
times they can be cannulated due to damage caused to the graft wall by 
3D the needles. Repeated cannulatlon in the same region results In fluid 
leakage through the graft. Once excessive leakage occurs, the graft is 
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ibandoned or bypissed. • If it were possible to extend the life of the 
grift by providing it with a mm interior lining :urface, the graft 
could continue to be used for cannulation by dialysis needles and the 
patient wu1d be spared the additional trauaa and disfigurement 
5 resulting from inplanting an entirely new graft. Such a liner may 
also Inhibit tissue growth that often leads to tmacceptable narrowing 
of the flow cross section. It might be useful for providing a 
smoother flow surface for anastomoses of vascular 9rafts or living 
blood vessels including graft-to-blood vessel anastomoses. The liner 

10 could also be used to provide additional strength to weak or damaged 
blood vessels or vascular grafts, or to intentionally occlude side 
tributaries in living blood vessels. Further, the inner surfaces of 
diseased vessels could be lined subsequent to enlarging the flow 
channel via balloon angioplasty, thrombectomy, or by other means. 

15 Various published documents describe the use of porous PTFE 

vascular grafts as interior liners for blood conduits. See, for 
example, Marin ML et al., •Trans! uminally placed endovascular stented 
graft .repair for arterial trauma," J Vase Surg ig94; 20:466-73; Parodi 
JC, "Endovascular repair of abdominal aortic aneurysms and other 

20 arterial lesions," J Vase Surg 1995; 21:549-57 and Dake MD et al., 

•'Transluminal placement of endovascular stent-grafts for the treatment 
of descending thoracic. aortic aneurysms," Mew England Journal of 
Medicine 1994; 331:1729-34. U.S. Patents 5,122,154 to Rhodes and 
5,123,917 to Lee describe similar applications. These documents 

25 typically describe the use of 60RE-TEX^ Vascular Crafts or Impra® 
Grafts as intraluminal grafts or interior liners for blood conduits. 
These comrnercially available porous PTFE vascular Grafts have specific 
disadvantages as interior liners. 

GORE-TEX Vascular Grafts are porous PTFE tubes having a helical 

30 wrap of a reinforcing film that substantially prevents circumferential 
distension. The Impra Grafts do not have such a reinforcement and so 
may be circumferentially distended, however, these grafts will recoil 
significantly on release of the distending force and therefore must be 
retained in place by the use of mechanical means such as balloon 

35 expandable metal stents. Also as a result of the lack of a 

reinforcing layer, these grafts continue to circumferentially distend 
with exposure to increasing pressure and so do not have a second 
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circumfertnct «t which the clrcuaference $t«bnize$ und does not 
substantially further distend with increasing pressure. 

The disadvantages of presently available vascular graft saterials 
for use as Intraluminal grafts are veil documented, for example, In a 
5 paper entitled •Endovascular ftmoropopliteal B/piss: early Hunan 
Cadaver and Animal Studies" (Ann Vtsc Surg 1995;9:28-36). Doctor Ahn 
writes in describing the effectiveness of presently available 
intraluminal graft materials, •However, before this Idea can be 
translated to broad clinical use, multiple problems still need to be 

10 resolved and/or avoided. The current study clearly shows the 

importance of a proper size match between the graft and the artery." 
There is clearly a need for more effective Intraluminal graft 
materials that are circumferentially distensible in order to conform 
SfTDothly to vessel walls without allowing retrograde dissection due to 

15 substantial recoiling of the graft following circumferential 
distension. 



5UHHARY OF THf TMVrWTTQU 

The present invention is an interior liner for tubes, pipes and 
blood conduits comprising a tubular form circumferentially distensible 

20 and conformable whereby the first circumference of the interior liner 
(the initial circuniference of the liner at zero pressure) may be 
distended by the application of pressure causing the first 
circumference to be increased to a larger circumference. The 
Qualities of being circumferentially distensible under pressure and 

25 conformable allow the interior liner to be placed into another pipe or 
tube and be circumferentially distended under pressure until the 
interior liner is smoothly conforming without gross wrinkles to the 
interior surface of the other pipe or tube even if that surface 
represents a rough, irregular, damaged or otherwise non-uniform 

3 0 topography. The use of a porous polymer to construct the interior 
liner enhances its ability to conform. 

For applications in %irhich the pipe, tube, or blood conduit to be 
lined may not have adequate strength to resist expected normal fluid 
opercting pressures, the interior liner of the present invention is 
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preferibly provided with a self-limiting circumference whereby It Is 
circufflferentie1l> distensible up to t second circumference beyond 
wfiich it will not substantially distend If used within the dasigned 
range of operating pressures. Pressures approaching the burst 
5 pressure of the Interior liner are necessary to cause further 
substantial circumferential distension beyond the second 
circumference « The circumference can, however, be expected to grow in 
response to creep (tlne-dependent plastic deformation). This self- 
limiting feature is useful for lining weakened pipes, tubes or blood 

10 conduits whereby the liner itself is capable of withstanding the 
normal fluid operating pressure of the lined system. 

Blood conduits Include living blood vessels (veins and arteries) 
and vascular grafts of both prosthetic and natural materials. 
Vascular grafts of natural materials Include, for example, materials 

15 of human umbilical components and materials of bovine origin. 

In another embodiment, the Interior liner of the present 
Invention has minimal recoil after being circumferential ly distended 
so that It remains proximite with all Interior surfaces of the pipe, 
tube or blood conduit to which it has been fitted. Hinimal recoil is 

20 considered to mean recoiling diametrically (or circumferentially) in 
an amount of 14 percent or less and more preferably 10 percent or less 
from a diameter to which the liner has been circumferentially 
distended by an amount of 25 percent, with the recoiled diameter 
measured 30 minutes following the release of the circumferentially 

25 distending force. 

Particularly for applications relating to use as a liner for 
blood conduits, It is preferred that the interior liner have a second 
circumference beyond which it is not readily distensible and minimal 
recoil. For many of these applications, It may also be preferred that 

30 the liner have a wall thickness of 0.25 mm or less. 

The term circumference Is used herein to describe the external 
boundary of a transverse cross section of the article of the present 
Invention. For any given amount of distension, the circumference is 
the same whether the article is wrinkled, folded or smooth. 
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iRiFF pgscRTPTymi or the PMwiiies 

Figure 1 describes i perspective v1e«» of the construction of en 

Interior liner according to the present Invention having a layer 
of helically-wrapped porous PTFE filn applied in a single 
5 direction over the outer surface of a longitudinally txtruded and 

expanded porous PTF£ tube. 

Figure 2 describes a perspective view of the construction of an 
interior liner according to the present Invention having two 
layers of helically-wrapped porous FTFE filn applied in opposing 
10 directions over the outer surface of a longitudinally extruded 

and expanded porous PTFE tube. 

Figure 3 describes a perspective view of the construction of an 
interior liner according to the present invention having two 
layers of helically-wrapped porous PTFE film applied in opposing 
15 directions. No separate substrate porous PTFE tube is used 

beneath the film. 

Figure 4 shows a flow chart that describes a process for itaklng a 
preferred interior liner of the present invention. 

Figure 5 describes an interior liner secured to a blood conduit 
20 by an expandable stent, 

Figure 6 describes a cross section of an Interior liner of the present 
invention used in the repair of an arteriovenous vascular graft, 

Ficjres 7A and 7B describe a method of anastomosing the interior 
liner to a blood conduit using sutures. 



25 DrrAILFD DESCRIPTIQW OF THr TWvrwTJflM 

The interior liner of the present invention is made is preferably 
made from porous PTFE and itost preferably porous PTFE having a 
microstructure of nodes interconnected by fibrils Bade as taught by 
U.S. Patents 3«9S3,566 and 4,1B7,390, both of which are herein 
30 incorporated by reference, When comprised of porous PTFE, the 

interior liner has additional utility because of the chemically inert 
character of PTFE and has particular utility as a liner of blood 
conduits including living arteries and veins, vascular grafts and 



wo 97/02791 



rCr/U596/]D91^ 



various repairs to blood conduits. pirticuUrly Including the lining 
of anastomoses. The porosity of the porous PT/£ can be such that the 
Interior liner Is substantially lipervlous to leakage of blood and 
consequently does not require predotting. For use as a blood conduit 
5 liner, the interior liner My preferably have a very thin wall 

thiclcness such as in the range of 0.10 to 0.25 en and say be ude to 
be even thinner; U.S. Patent 4,250,138 describes a Mthod of 
manufacturing porous PTFE tubes having such very thin wall 
thicknesses. Alternatively, the interior liner can be oude to have 

10 wall thicknesses of greater than 0.25 m if that were to be desirable 
for some applications. 

The interior liner is preferably nade to have a second 
circumference beyond which the circumference of the liner will not 
distend significantly unless the normal system operating pressure is 

15 substantially exceeded. For example, in the case of an interior liner 
intended for use as a blood conduit liner, pressures In excess of 
twenty-five times normal human systolic blood pressure (120 en Hg) may 
be required to cause the interior liner of the present invention to 
substantially increase in circumference beyond its second 

20 circumference. One embodiment of the blood conduit interior liner 
would, for example, have an Initial inside diameter of about 3.5 mm 
prior to circumferential distension. This small initial diameter 
allows for easy insertion into blood conduits. The second 
circumference of this embodiment would correspond to a diameter of, 

25 for example, 8 mm, so that the liner would be most useful for lining 
blood conduits having Inside diameters of up to about 8 mm. The 
second circumference for this embodiment, corresponding to a diameter 
of 8 ran. prevents further distension of the circumference of the blood 
conduit under virtually all normal operating conditions. The second 

30 circumference is established by the presence of a thin film tube of 
helically wrapped porous PTFE film. The film tube can be bonded to 
the outer surface of a substrate tube of porous PTFE. This substrate 
tube is preferably made by longitudinal extrusion and expansion 
whereby a seamless tube is created; alternatively, the substrate tube 

35 may be made from a layer of porous PTFE film oriented substantially 
parallel to the longitudinal axis of the tube and having a seam in 
this same direction. The helically wrapped porous PTFE film is 
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comprised primtrily of fibrils %fhich art oriented In a substmially 
circumferential direction around the outer surface of the jubstratw' 
tube thereby restraining and limiting the second circumference of the 
resulting interior liner. The helically wrapped porous PTFE film Is 
5 preferably i^rapped in opposing directions with respect to the 

longitudinal axis of the tube. Such in interior liner aiay also be 
made from helically wrapped porous FTFE film wrapped helically in 
opposing directions without the use of a substrate tube. 

Conversely, the interior liner uy be made so as not to have a 

10 second circumference for applications not requiring additional 
circumferential strength. 

The resistance of the interior to circumferential distension by 
pressure can be varied. For example, an interior liner can be made 
having a very thin wall thickness in order to be capable of being 

15 distended by blood pressure alone which »ay allow for relatively 

simple installation of the liner. Alternatively » the Interior liner 
may be made to require a greater distending force to cause it to 
conform to the interior surface of a blood conduit, such as a 
distending force supplied by the inflation of a balloon catheter. 

20 Such balloon catheters are used conventionally to Increase the 

d-iameter of balloon expandable metal stents during Implantation of 
such stents into blood conduits as well as to increase the flow cross 
section in partially occluded living blood vessels. An Interior liner 
requiring such a higher distending force is the result of the use of a 

25 substrate tube having a greater wall thickness, the use of more 

helically wrapped film around the exterior surface of the substrate 
tube, or both. 

Previously available porous PTFE tubes that allow any appreciable 
amount of circumferential distensibility under pressure also recoil 

30 significantly when the pressure is removed and so require nechanical 
support such as stents along their entire length to hold them against 
the interior surface of a blood conduit. For isost blood conduit 
applications it is preferable that the liner not recoil. Various 
embodiments of the present Invention provide an interior liner that 

35 allows substantial circumferential distensibility without appreciable 
recoil which in turn allows for relatively easy insertion and 
deployment into a blood conduit, maximizes available cross sectional 
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flow are* by conformtng uniformly to tht interior surf«c« of the blood 
conduit, and minimizes fluid eccumuUtion between the liner end the 
blood conduit. 

The percentage recoil of an interior liner is determined with the 
5 use of a tapered metal aundrel having a smooth, polished exterior 
surface. A suitable taper is 1.5 degrees from the longitudinal axis, 
h^eferably the mandrel is provided with incremental diameter 
graduations at intervals whereby the inside diameter of a tube may be 
determined by gently sliding a tube onto the smaller diameter end of 

10 the mandrel and allowing the tube to come to rest against the tapered 
mandrel surface and reading the appropriate graduation. Alternatively 
the inside diameter of the tube may be measured by viewing the tube 
and mandrel, fitted together as previously described, using a profile 
projector measurement system. Using either a graduated mandrel or a 

15 profile projector, percentage recoil of an interior liner is 

determined by first measuring the initial diameter of the liner. The 
liner 1$ then gently slid further onto the tapered mandrel with a 
minimum of force until a diameter Increase of 25X is obtained. This 
increased diameter is considered to be the distended diameter. The 

20 liner is then pushed from the mandrel, avoiding the application of 

tension to the liner. After waiting at least 30 minutes to allow the 
liner to recoil, the recoil diameter is determined using the tapered 
mandrel by performing the same procedure as used to measure the 
Initial diameter. Percentage recoil is then determined using the 

25 formula: 

dist ended diaffleter -xecoiJ diameter^ ^ftn . * 

X 100 « 1 ZBC02J. 



distended diametex 

Minimal recoil Is considered to be 14 percent or less and more 
preferably 10 percent or less. 

In one embodiment of the present invention, circumferential 
distension results in some degree of twisting along the length of the 
30 liner. For applications requiring maximum conformability to irregular 
surface topography, alternative embodiments are described which do not 
twist along their length during circumferential distension. 

The conformability and distensibillty of the Interior liner allow 
it to effectively line blood conduits even when the Interior 



topography is irregulir and non-unifora. Relatively tortuous blood 
conduits, acutely curved conduits and tapered ccnduits nay be provided 
with a relatively aoooth llnina. The blood conduit liner having a 
second circumference 1$ anticipated to be useful to repair aneurysms 
5 including aortic aneurysms and otherwise weak blood conduits. The 
interior liner Is expected to be generally useful to provide a new 
flow surface to previously stenosed vessels, particularly in veins 
anastomosed to arteriovenous vascular grafts and in peripheral vessels 
such as those In the legs. It is also expected to be useful for the 

10 repair of arteriovenous access vascular grafts that have been 

cannulated by dialysis needles to the extent that their further use is 
jeopardized. The c&nfonnable quality of the inventive Interior liner 
can provide such vascular grafts with a new blood flow surface and 
thereby allow their continued use. The confonnability of the liner 

25 also allows it to provide a new, smoother flow surface for anastomoses 
and other blood conduit dissections and may consequently reduce the 
risk of intimal hyperplasia at the distal end of the graft. The 
interior liner may be installed without any distal anastomosis thereby 
reducing the risk of anastomotic hyperplasia. The liner may also be 

20 used to occlude side vessels if desired, such as for the conversion of 
veins to arteries during in situ bypass procedures. The liner may be 
useful in such procedures to smooth the remnants of removed venous 
valves or even to hold venous valves open and thereby obviate the need 
to remove then at all . 

25 The interior liner may be provided in bifurcated or Y-graft 

configurations to allow lining of, for example, branched blood 
conduits. The tubular liner may also be cut into sheets if a sheet 
material such as an implantable repair patch is needed that requires 
distensibility or conformability. 

30 The interior liner may be manufactured to include a radiopaque 

substance if it is desired to visualize the liner after implantation 
into a living body. Such radiopaque substances are well known to 
those skilled in the art of manufacturing various eiedical devices such 
as indwelling catheters. 

35 The interior liner may also be made in diametrically tapered 

embodiments wherein one end of the liner is made to have a smaller 
second circumference than the opposite end. As the liner is made 
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according to proctdurts Involving the use of steel undrels, tapered 
tiDbodiments My be aanufectured by the use of diimetrlcany tepered 
steel undrels. 

In one embodlMnt the interior liner cen, tlternatively, be used 
5 as an external covering for tubes, pipes and blood conduits. 

According to this tflibodlment the liner is particularly useful as an 
exterior covering for weakened blood conduits wherein after being 
fitted coaxlally ever such a conduit, tension is applied to the 
opposite ends of the liner thereby causing Its circumference to reduce 

ID and causing It to conform to the exterior topography of the blood 

conduit. After tensioning, the ends of the liner are secured to the 
conduit to prevent dilatation. 

The liner nay be implanted using conventional surgical 
techniques, Alternitively, using a catheter introducer, the Interior 

15 liner is inserted into the vascular system and delivered via a guide 
wire to the intended location, which may be a location remote from the 
point of insertion. It may be circumferentially distended at the 
intended location using a balloon catheter or blood pressure according 
to the design of the liner. The proximal end may be anchored using a 

20 stent, a tissue adhesive or may also be secured if desired by sutures. 
The distal end may be secured by yie same methods, however, the 
conformability and lack of recoil may allow the liner to be used in 
many applications without being additionally secured at the distal 
end. 

25 Figure 5 depicts a cross section showing the interior liner ifi in 

use as a liner for a blood conduit IQ with the proximal end 2£ of the 
liner Ifi secured by a stent 21. Distal end 2S remains unsecured. The 
liner ig may be used to provide a lining over an anastomosis 24 
between adjacent blood conduits 2S and 12; liner 2fi luy also be used 

30 to occlude side vessels 2S- 

Figure 6 depicts a cross section showing the Interior liner ISi 
used to repair an arteriovenous vascular graft ifi. Graft is 
anastomosed to artery £1 and vein £2 by sutures 44. The arterial end 
of the liner Ifi is secured to the arteriovenous graft ££ by sutures 

35 iS. The venous end H of the liner Ifi may be left without direct 
mechanical attachment such as by sutures. Vein £2 >nay be llgated if 
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desired at site H edjecent to the enestomosls of the vein £2 «nd 
arteriovenous graft ££. liner Ifi covers old cennuUtion jites Ifi. 

The Interior liner is iUo tnticlpited to be useful for various 
Industrial end other nonnaedlcal tpplications. Many pipes or tubes 
5 having damaged, repaired or otherwise irregular interior or exterior 
surfaces may benefit froai such a liner. Corroded pipes or tubes, 
especially those conveying chemically reactive fluids. My benefit 
from the distensible, confomable end inert qualities of the interior 
liner of the present invention. 

10 The interior liner Ifi described by Figure 1 comprises a 

longitudinally extruded and expanded porous PTFE tube Jl having a 
helical wrapping Ji of porous PTFE film, While this construction is 
similar in appearance to commercially available 60RE-TEX Vascular 
Grafts, the method of making the liner provides it with 

15 circumferential dlstensibillty that is not available in 60RE-TEX 
Vascular Grafts. Figure 2 describes a oore preferred alternative 
having layers H and 1£ of helically-wrapped porous PTFE film applied 
in opposing directions. This embodiment does not twist longitudinally 
during circumferential distension as can the embodiment of Figure 1. 

20 Figure 3 describes a perspective view of an interior liner comprising 
layers 1£ and Ig of helically-wrapped porous PTFE film preferably 
wrapped In two opposing directions. No longitudinally extruded and 
expanded porous PTFE tube is used beneath the film. According to 
stin another alternative, the Interior liner comprises a 

25 longitudinally extruded and expanded tube of porous PTFE made without 
an exterior helical *.rrapping of film whereby the tube has minimal 
recoil following release of a circumferentlally distending force. 
This minimal recoil behavior is entirely different from previously 
available porous PTFE vascular grafts made without exterior film which 

30 exhibit significant recoil. This alternative, without the exterior 
helical wrap of film, is described by the longitudinally extruded and 
expanded tube }Z portion of Figure 1. 

A preferred process for making the interior liner of the present 
invention is shown by the flow chart of Figure 4; the various steps 

25 Shown by this flow chart are sequentially described as follows 

according to the number indicated within parentheses for each step. 
According to Step 3, a longitudinally extruded and expanded porous 
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rtn tube Is obtcined «nd fitted coaxlally over « stainless sUel 
mandrel having an outside diameter the sane as or slightly larger than 
the inside diameter of the porous PTFE tube. Per step 2, a film tube 
is made of porous PTP£ film by helically wrapping multiple layers of 
5 the film in opposing directions onto the surface of another atainless 
steel mandrel of larger diameter than the previously described 
wndrel. Step 3 describes heating to bond the overlapping layers 
together to create a film tube. After allowing the mandrel and film 
tube to cool to about room temperature, step 4 describes rtmoving the 

10 film tube from the mandrel. The inside diameter of the film tube 

should be substantially larger than the outside diameter of the porous 
PTFE tube. According to step 5, the film tube Is then fitted 
coax 1 illy over the porous PTFE tube and mindrel and tensioned 
longitudinally until Its inside diameter reduces to the extent that it 

15 conforms smoothly to the outer surface of the porous PTFE tube. The 
ends of the resulting combination film tube and longitudinally 
expanded and extruded porous PTFE tube are then secured to the mandrel 
in order to longitudinally restrain them against shrinkage during 
subsequent heating. As described by step 6, adequate heat Is applied 

20 to cause the film tube to bond to the porous PTFE tube, after which 
the conposite tube is removed from the mandrel as shown by step 7. 
According to Step 8, the composite tube is fitted over another mandrel 
of larger diameter but smaller than or equal to the original inner 
diameter of the film tube. Per step 9, the composite tube and mandrel 

25 are then heat-treated for a relatively short time which results in the 
interior liner having even less recoil after the removal of a 
circumferential distending force, as long as the distension is to a 
circur.ference less than that of the circumference of the mandrel of 
step 8. Finally, after cooling and removal from this mandrel as 

30 described for step 10, per step 11 the liner is again fitted onto a 
smaller mandrel of the same approximate outside diameter as the 
original inside diameter of the longitudinally extruded and expanded 
porous PTFE tube and tensioned longitudinally to cause It to reduce in 
diameter and conform to the surface of this smaller mandrel. 

35 Optionally, as shown by step 12, the liner is longitudinally 

restrained to the mandrel, following which the liner and mandrel 
assembly is heat treated to provide it with dimensional stability 
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should It b« subsequently exposed to edditionil heat tueh as from 
steam sterilUation. After cooling and subsequent removal from the 
smaller «andre1 according to step 13, the interior liner is available 
for use ts a liner of tubes, pipes or blood conduits. The mandrel of 
5 step 11 need not be used. In «rhieh case the coeiposlte tube oust be 
longitudinal Ijr restrained by other aeans in step 12. The small 
diameter enables it to be easily located axially within the vessel it 
Is intended to line prior to being circumferentially distended. 
Various embodiments of the interior liner of the present 

10 invention are Illustrated by the following examples which describe the 
construction, mechanical evaluation, implantation and In vivo 
evaluation of the liner. Example 1 describes the manufacture of an 
interior liner according to the above described procedure. Various 
•Uernatlve methods are also possible depending on the desired 

15 functional attributes of the interior liner. Many of these 

alternative methods are described in the various examples following 
Example 1. The porous PTfE film and the longitudinally extruded and 
expanded porous PTFE tube of all the following examples were all 
fabricated using C0123 fine powder PTFE resin (ICI America, Bayonne. 

20 NJ) and following the teachings of U.S. Patents 3,953,566 and 
<,1E7,390. 

This exansple describes an interior liner of the present invention 
useful primarily as a liner for blood conduits. It was made to 

25 require distension by a balloon catheter, to have a second 

circunference and to have minimal recoil. Having helically-wrapped 
layers of porous PTFE film applied in opposing directions, it 1$ 
described In appearance by Figure 2. It was manufactured according to 
the procedure described by the flow chart of Figure 4. 

3 0 To make this particular interior liner, a 3 nn inside diameter, 

longitudinally extruded and expanded porous PTFE tube was obtained. 
This tube had a wall thickness of about 0.26 mm and a fibril length of 
about 25 microns. The tube was fitted coaxlally onto a 3 mm diameter 
stainless steel mandrel as described by step 1 of Figure 4. 

35 Next, a length of porous PTFE film was obtained that had been cut 

to a width cf 5.1 cn. This film had a thickness of about 0.02 mr., a 
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density of 0«2 9/cc and t fibril length of ibout 70 nlcruns. 
Thickness ues Misured using a Hitutoyo sntp geuge model ko. 2804*10 
and bulk density was calculated based on dimensions and mass of a film 
sample for comparison. Density of tion*porous PTFE Is considered to be 
5 2.2 g/cc. 

The fibril length of porous FTFE films used to construct the 
examples ms estimated from scanning electron photomicrographs of an 
exterior surface of samples of the films. The fibril length of the 
longitudinally extruded and expanded porous PTFE tubes was determined 

10 to be the average of ten measurements between nodes connected by 

fibrils In the predominant direction of the fibrils. Ten measurements 
are made in the following manner. Fir$t» a micrograph is made of a 
representative portion of the sample surface, of adequate 
magnification to show at least five sequential fibrils within the 

15 length of the micrograph. Two series of five measurements are taken 
along a straight line parallel to the direction of orientation of the 
fibrils. A measurement constitutes the distance between adjacent 
nodes connected by fibril (s). The ten neasurements obtained by this 
method are averaged to obtain the fibril length of the material. A 

20 total of ten measurements are taken without Including fibril lengths 
of five microns or less. 

Per step 2, this film was helically wrapped directly onto the 
bare metal surface of a 12 mm diameter stainless steel nandrel at an 
angle of 71 degrees with respect to the longitudinal axis of the 

25 mandrel so that three overlapping layers of film covered the mandrel; 
following this another three layers of the same film were helically 
wrapped over the first three layers with the second three layers 
applied at the same bias angle with respect to the longitudinal axis 
but in the opposite direction. The second three layers therefore were 

30 also oriented at an angle of 71 degrees with respect to the 

longitudinal axis but measured from the opposite end of the axis In 
comparison to the first three layers, so that the first and second 
layers were separated by an Included angle of 38 degrees. According 
to step 3 the film-wrapped mandrel was then placed into a convection 

35 air oven set at 380*C for 12 minutes to heat-bond the adjacent layers 
of film, then removed and allowed to cool. The resulting 12 nrt inside 
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diameter tube formed from the hellcallj wrapped layers of filoi ws 
then removed from the wndrel ts described by step 4. 

The 12 m Inside diameter porous PTFE filn tube iras then fitted 
coaxially over the 3 n Inside diameter, longitudinally extruded and 
5 expanded porous PTFE tube and mandrel, according to step 5. The film 
tube was then stretched longitudinally to cause it to reduce in 
diameter to the extent that it fit snugly over the outer surface of 
the 3 nn tube. The ends of this composite tube were then secured to 
the mandrel in order to prevent longitudinal shrinkage during heating. 

10 Per step 6 the combined tube and mandrel assembly was placed into an 
air convection oven set at 380*C for 10 minutes to heat bond the film 
to the outer surface of the tube. The composite tube and mandrel 
assembly was then removed from the oven and allowed to cool. 

According to steps 7 and 8 the film-covered porous PTFE tube was 

15 then removed from the 3 mm diameter mandrel and stretched to fit over 
an 6 mm diameter mandrel. 

The tube and mandrel were then placed into an air convection oven 
set at 3B0*C for two minutes per step 9, removed from the oven and 
allowed to cool (this heating step resulted in the final article 

2 0 having minimal recoil following release of a circumferentially 
distending force, as long as the liner is not forcibly distended 
beyond its Bit m circumference). The composite tube was then removed 
from the 8 mm mandrel, according to step 10. As described by step 11, 
the composite tube was placed on a 3.2 mm mandrel and tension was 

2 5 applied to the opposite ends of the tube adequate to cause a reduction 
in the inside diameter of the liner to cause it to fit snugly on the 
mandrel. This was accomplished using a model no. 4201 Instron machine 
with flat face grips set at a crosshead speed of 200 m/min. ^ The 
Instron machine indicated that about 8 kg force was required to 

20 achieve the 3.2 »n liner Inside diameter. This 3.2 m inside diameter 
represents the initial inside diameter of the interior liner as a 
finished article available for use. The use of the 3.2 mm mandrel is 
not necessary; for ease, It may be preferable to tension the tube 
without using the mandrel. 

35 An additional heat treatment was performed according to step 12 

in order to dimenslonally stabilize the tube to minimize any tendency 
for the tube to shrink longitudinally and Increase in diameter If 
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subjftcttd to hf«t sttrlllzatlon such ts txposurc to sttiin at 121 *C for 
30 vilnutes. This %fas accon9>1<shed by placing the tube onto « 3.2 m 
diai&eter stainless steel Mndrel, applying a small amount of tension 
to the tube ends to ensure that the tube conformed uniformly to the 
5 surface of the mandrel /securing the tube tnds to the mandrel to 

prevent longitudinal shrinkage, and placing the tube and mandrel into 
an air convection oven set at 2O0'C for 20 minutes. After removal 
from the oven, cooling and rtmoval of the tube from the mandrel per 
step 13, the resulting Interior liner having an Initial Inside 
10 diameter of 3.2 mm was ready for sterilization and Implantation into a 
blood conduit* 

An interior liner made according to this description mis 
subjected to steam sterilization at 12rc for 30 minutes. The wall 
thickness of the sterilized liner was determined to be 0.25 mm while 
15 the Inside diameter was determined to be 4.3 mm using a tapered, 
smooth-finished, graduated stainless steel mandrel. 

Percentage recoil for the steam sterilized liner was determined 
by the previously described method to be S*3 percent. 

20 This example also appears as described by Figure 2 and was made 

with the same process and materials as that of Example 1, except for 
the following differences. The 3 mm inside diameter, longitudinally 
extruded and expanded tube of 0.25 mm wall thickness described by step 
1, was replaced with an otherwise identical tube having a 0.10 mm wall 

25 thickness and a 30 micron fibril length. The porous PTFE.film of step 
2 was of 2.5 cm width rather than the 5.1 cm width. Likewise the 
mandrel about which the film was helically wrapped in step 2 was of 10 
m diameter rather than 12 mm diameter. The heat treatment described 
by step 3 was performed at 380*C for 11 minutes rather than 12 

30 minutes. In step 8 the larger mandrel used was of 10 mm rather than 8 
m diameter. Finally, in step 11, only about 5 kg of force was 
required to tension the tube to cause It to conform to the 3.2 mm 
diameter mandrel. The resulting Interior liner was distensible at 
normal human blood pressures and consequently did not require the 

35 greater pressure of a balloon for distension. 
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An Interior liner «ade according to this dtscription ws 
subjected to steam sterilization at IZVC for 30 linutes. The wail 
thickness of the sterilized liner was determined to be 0.12 m while 
the inside diameter ms determined to be 4.1 n using a tapered. 
5 smooth-finished. graduated stainless steel mandrel. 

Percentage recoil for the steaa sterilized liner was dsterained 
by the previously described Mthod to be 1.1 percent. 

Three samples were subjected to Increasing internal pressure In 
Increments of 5 psi (35 KPa) via water-filltd Utex bladders at room 
10 temperature. All samples burst at approximately 10 an outer diameter. 
These results confirm the presence of the second circumference. 

This Example constitutes a preferred embodiment due to the blood 
pressure distensibility. minimal recoil, and the fact that the mandrel 
diameters of steps 2 and 6 of Figure 4 are the same. 

a5 EXAMPLE 3 

An example was made which was circumferentially distensible up to 
a second circumference; however, process step 9 Intended to better 
resist recoil following the release of the distending force was 
omitted. The physical appearance of this example is also described by 

20 Figure 2. 

This example was made from the same materials and by the same 
method as Example 1 with the omission of step 9 of Figure 4. The 
filn-covered porous PTFE tube of step 6 was removed from the 8 mm 
diameter mandrel per step 10, after which about 8 kg tension was 
25 applied to the ends of the tube adequate to cause the tube to assume 
the 3.2 mm diameter of the mandrel according to step 11. 

An interior liner made according to this description was 
subjected to heat sterilization in an air convection oven at about 
]45'C for IS minutes. Steam was not used. The inside diameter was 
30 determined to be 3.7 mm using a tapered, smooth-finished, graduated 
stainless steel mandrel. 

Percentage recoil for the heat sterilized liner was determined by 
the previously described method to be 11.3 percent, in contrast to the 
liner of Example 1 which exhibited 5.3 percent recoil. 
25 For comparison, percentage recoil for a commercially available 

vascular graft of the prior art was evaluated. The particular graft 
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considered, an Imprt Graft 3 m Uln wall (laipra product code 10S03TW, 
Impra, Inc. Tempe, Arizona) did not Incorporate an exterior helical 
wrapping of porous PTFE flln and was considered to be 
circumferentlalljf distensible. This graft was readily distended by 25 
5 percent as required by the percentage rtcoll detersilnatlon method 
described above. The percentage recoil for this graft was 15.4 
percent, in contrast to the liner ef Example 1 which exhibited 5.3 
percent recoil. 

10 An Interior liner was made as shown by Figure 1 to be 

circutnferentlilly distensible by blood pressure. To construct this 
example a 5 mn Inside diameter longitudinally extruded and expanded 
porous PTFE tube was obtained. The tube had a wall thickness of about 
0.05 mm and a fibril length of about 25 inlcrons. The tube was fitted 

15 coaxial 1y over a 5 flffn stainless steel nandrel, after which a helical 
wrapping of 1.9 cm wide porous PTFE film of the same type used to 
construct Example 1 was applied over the outer surface of the 5 mm 
inside diameter porous PTFE tube using a wrap angle of 23* with 
respect to the longitudinal axis of the mandrel. This helical 

2C wrapping ef film was applied In one direction only. The tube and 

mandrel were then placed Into an air convection oven set at 380*C for 
6.5 minutes to heat bond the film to the outer surface of the tube. 
The tube and mandrel were then removed from the oven and allowed to 
cool, after which the tube was removed from the 5 mm diameter mandrel 

25 and carefully fitted over a 7 mm mandrel. The tube was then removed 
fror. the 7 mm mandrel and tension was applied to the ends of the tube 
adequate to cause the tube to assume Its previous approximate 5 mm 
Inside diameter. 

Internal pressure was applied to the liner via a water-filled 

30 latex bladder. The water pressure was steadily Increased to about 60 
psi (415 KPa), at which pressure the tube ruptured. It was noted that 
this tube exhibited a tendency to twist along Its longitudinal axis 
with Increasing pressure. It 1$ believed that this resulted from the 
application of the helically-wrapped film In i single direction rather 

25 than in opposite directions along the longitudinal axis. This 
twisting behavior was unique to this example. 
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ThU .ximple describes .„ mt.rior H„.r ..de so «, not to h.ve • 
second circumference. The 1iii»r , noi lo nave a 

disttnslbl. hw »..n eircwnferentially 

Dnbodi-ent, of the Interior 1 iner of this type t. prefl^d ;or 
10 various peripheral vascular applications J^Iin Tu ZZ tl 
prev.de an interior H„i„g for living v„,.u particular , 
advantageous for the lining to .xhibit «i„i«,i r.coil. 

lonoiL'd! •"•^"^"^ ' 3 « l-'s^'e diameter, 
ongnudinally extruded and expanded tube, carefully fitting it over 

Lrin :r:i'''^"^*^ Thetube^d jr.:::: 

rill . I V " two .inutes. 

removed and allowed to cool to about ro«n temperature, ,2 m 
meter stainless steel «andrel was Inserted into the tube and 8 kg 

20 IZZ t" ' "^'"^^"^ Of t e 

^ ' ' ^« "tent that the 

^nner surface of the tube confonned smoothly and uniformly to the 
outer surface of the mandrel. The ends of the tube -ere secured to 
the mandrel to prevent longitudinal shrinkage and the tube and mandrel 
were placed into an air convection oven set at 200-C for twenty 

25 airutes. removed and allowed to cool. This final heat treatment was 
performed to keep the porous PTF£ tube dimensionally stable durino 
sieam sterilization. * 

An interior liner made according to this description was 
subjected to a heat sterilization in an air convection oven at about 
30 Ul c for 15 minutes. Steam was not used. The inside diameter was 
determined to be 3.6 mm using a tapered, soiooth-finished. graduated 
stainless steel mandrel. 

Percentage recoil for the heat sterili«d liner was determined by 
the previously described method to be 5.7 percent. 
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An inttrlor lin«r trts aidi using Uy«ri of h«lic«ny-wr»pp«d film 
•pplled directly to the surface of t stainless steel Mndrel so that 
the liner did not Incorporate a substrate tube of longitudinally 
extruded and expanded porous PTFE." This liner was aade as described 
by steps 2, 3 end 4 of Figure 4. A 2.5 oa wide fil« was epplled to 10 
m dianeter stainless steel nandrel end subsequently heat treated at 
380*C for 11 Hlnutcs. After cooling and removal from the nandrel the 
liner was tensloned using a force of about 1 kg which resulted In a 
reduction In Inside diameter from about 10 am to about 1 en. The 
circumferential distenslblllty of the resulting fllai tube was 
evaluated by Inserting a latex bladder Into the film tube and 
pressurizing the bladder with water at about room temperature. One 
end of the film tube and bladder were secured to a pressure supply 
fitting; the opposite end of the film tube was secured to the closed 
end of the bladder. The diameter of the film tube Increased steadily 
as the pressure Increased until a pressure of 25 psi (170 KPa) was 
achieved at which pressure the film tube diameter w«s about 8.2 imn. 
The diameter Increased only slightly with further Increasing pressure, 
reaching 9.4 mm at a pressure of about 40 psi (275 KPa). The film 
tube ruptured before 45 psi (310 KPa) was achieved. 

In addition to demonstrating the clrcumferentially distensible 
character and the second circumference of the film tube, this 
evaluation also demonstrated the practical potential of the liner as 
an exterior covering capable of reinforcing other conduits. The 
effectiveness of the film tube as an external covering was made 
apparent by Inflating another sample of the latex bladder «aterial 
without the external covering with water at about room temperature; a 
pressure of 10 psi (70 KPa) resulted In a bladder diameter of 19.2 mm. 

IXAMPULI 

In a study using a 29 kg adult female greyhound dog, a 6 mm 
OIASTAT* Vascular Access Graft with a 15 cm long cannulatlon segment 
was implanted into the right leg In a looped femoral artery to femora! 
vein shunt configuration. Two weeks after this Implantation, an 
Interior liner made as described by Example 1 was placed Into the 
DIASTAT Vascular Access Graft in the right leg after the liner had 
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been steam sterilized it 121 'C for 30 «inute$. Pirtiel trtnsversc 
flraftotoniies were completed at both arterial and venous llatbs of the 
jraft. The graftotonies allowed a 40 cm long 5F tabolectooy catheter 
access Into the graft lumen to be used to position the interior liner 
5 within the vascular graft. Alternatively a plastic-coated cable 
having a bullet-shaped tip to which the liner can be temporarily 
secured ©ay be used to pull the liner into position within the graft. 
The interior liner was exially positioned such that the liner was 
longer than the graft section to be lined and extended beyond both 

20 ends of the graft segment. A Schneider Match 85* Percutaneous 

Transluminal Angioplasty catheter (Schneider, Minneapolis, MN) was 
inserted into the interior liner at the venous graftotomy such that 
the tip of the balloon protruded through the arterial graftotomy. The 
catheter had an inflated balloon diameter of 7 nm and a length of 4 

15 cm. The balloon was pressurized to epproximately S atmospheres, thus 
increasing the circumference of the interior liner end causing it to 
conform to the luminal surface of the 6 m OIASTAT Vascular Access 
Grift. The balloon was then «oved approximately 2 cm down the length 
of the Interior liner toward the venous graftotomy. As shown by 

20 Figures 7A and 7B, two longitudinal cuts £5 approximately IBO* apart 
were made into the end 52 of the interior liner thus bisecting the 
circular cross-section into two semi-circles. The end 52, of the liner 
10 was then everted over the end iZ of the 6 mm DIASTAT Vascular Graft 
is. and the two ends i? ^nd IS of the vascular graft iQ (one of which 

25 incorporated the interior liner) were then reconnected in an end-to- 
end fashion using a suture (not shown). A single CV7 GORE-TEX Suture 
with TTS needles was used. Once the arterial anastomosis was 
corpleted. 'the balloon was moved toward the venous graftotomy in 
approximately 2 cm increments and inflated, thus causing the entire 

30 length of the liner to conform to the lumen of the DIASTAT Vascular 

Access Graft. Next the balloon was removed and the venous anastomosis 
was completed in the same manner as the arterial anastomosis. The 
completion of both the arterial and venous anastomoses resulted in the 
lining of an 18 cm segment (centered about the cannulation segment) of 

25 the 6 mn DIASTAT Vascular Access Graft. With the liner installed, the 
clamps were released, reestablishing flow. An angiograph was then 
taken of the graft incorporating the interior liner. Once blood flow 
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was rt-estab11shftd In the 6 m OIASTAT Vtscular Acctss Graft having 
the liner, a 6 im DIASTAT Vascular Access Graft with a IS cm 
cannulatlon segment was Inplanttd In a looped ftmoral trter> to 
femoral vein shunt configuration in the left leg ts a contralateral 
5 control graft. Both the lined «nd the unllned grafts remained In life 
for en eddltional two weeks. 

At the end of this two week period the DIASTAT Vascular Access 
Graft Incorporating the Interior liner was englographed. After taking 
the angiograph, the vascular graft end Interior liner were cannulated 

20 by two 15 gauge dialysis needles, one in the arterial, end one In the 
venous limb of the shunt. Digital pressure was held over each 
puncture site for five minutes which resulted In hemostasis. This 
procedure wis then repeated until a total of four punctures were 
present through the graft. With the cannulatlon completed, 

as angiographs were taken of both the lined and unlined grafts and the 
samples were expl anted. 

On the contralateral control graft, 10 minutes was required to 
reach hemostasis for each of the four cannulatlon sites. 

Comparison of the angiographs taken before and after lining the 

20 DIASTAT Vascular Access Graft showed good blood flow as a result of 
placing the lining Into the vascular graft. The same findings were 
obtained from angiographs made before and after cannulatlon of the 
lined graft. Evaluation of the explanted DIASTAT Vascular Access 
Grafts revealed that the grafts were well attached to the surrounding 

25 tissue. The interior liner appeared well adhered and conformed to the 
inner surface of the surrounding graft, particularly at the 
cannulatlon sites, where there was no evidence of separation between 
the Interior liner and the 6 mm DIASTAT Vascular Access Graft. The 
flow surface of the liner was wrinkle-free, clean and free of 

3 0 thrombus. The contralateral control graft was also clean and free of 
thrombus. 

Example 8 

Another animal study was performed to evaluate the Interior liner 
ift use as a liner for a living blood vessel. The venous anastomosis 
35 of an arteriovenous vascular graft was lined thereby providing the 

venous end of the graft, the venous anastomosis and the adjacent vein 



wo 97A)279J 



?CT/nS96/10936 



a new, continuous luminal surface covering. An appllwation of this 
type would provide an indication of the effectiveness of the interior 
liner as a treatwnt for venous stenosis. Accordingly, 6 m 60RE-TEX* 
Stretch Vascular Grafts were installed in loop arteriovenous shunt 
5 configurations in each leg of a 27.1 kg adult greyhound dog in a 

similar manner as previously described, except that the loops were not 
completed with both anas tonuses next to each other. Rather, the 
venous anastoMsis was located further down the length of the leg, 
approximately f»idway between the hip and the knee. Configuring the 

10 loop as such placed the venous anastomosis within a segment of the 

femoral vein which was approximately 6 mm in diameter. The segment of 
the femoral vein approximately 2 to 3 cm proximal from the venous 
anastomosis, which was intended to be provided with an interior liner, 
ranged from approximately 6 to 8 mm in diameter. 

15 With the 6 m GORE-TEX Stretch Vascular Grafts installed and 

blood flow initiated, further dissection was completed, exposing more 
of the host vein proximal to the venous anastomosis. This was done so 
that any branches connecting into the femoral vein could be ligated. 
In addition, the femoral vein distal to the venous anastomosis was 

20 ligated (it is believed that distal vein ligation may not be 

necessary). At this point, the 6 mm GOSE-TEX Stretch Vascular Graft 
was the only conduit providing flow to the femoral vein within the 
surgically exposed region. 

Once the diameter of the left femoral vein downstream from the 

25 venous anastomosis was assessed, blood flow through the section to be 
provided with the interior liner was stopped by clamping, A complete 
transverse graftotomy was completed approximately 3 cm upstream of the 
venous anastomosis, through which the liner was introduced. The liner 
extended 2 to 3 cm into the living vein. The liner was then deployed, 

30 and the end located in the vascular graft was attached as previously 
described. The distal end of the interior liner was not mechanically 
attached to the vein in any fashion. 

The venous anastomosis in the left leg of the animal was provided 
with an interior liner of the same type and dimensions as described in 

35 Example 1. A 7 mm angioplasty balloon inflated to 8 atmospheres was 
used to increase the circumference of the liner as necessary to 
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confom to the vtnous tnastomosis tnd tdjicent vein and (iORE-TEX 
Stretch V«$cuUr 6rift. 

After the Interior liner hid been deployed In the left leg of the 
tnlmal using the balloon catheter, blood flow was reestablished by the 
5 release of the proximal and then the distal clasp. The Interior liner 
MS again visible without wrinkles through the wall of the vein. It 
was noted that occasionally the vein dilated around the 11ner» 
allowing blood to reside between the two. The vein tventually became 
stabilized In the region provided with the Interior liner. Flow 

10 through the liner was allowed to continue for 21 alnutes. Upon 
explant, no wrinkles were detected, and the luminal surface of the 
Interior liner appeared clean and free of any clot. 

The venous anastomosis in the right leg of the animal was 
provided with an Interior liner made In accordance with process 

15 described In the flow chart of Figure 4. According to step 1 a 

longitudinally extruded and expanded 3 mm porous PTFE tube having a 30 
micron fibril length and a 0.10 m wall thickness was fitted over a 3 
mm mandrel: Per step 2 a 5 cm wide porous PTFE film of the same type 
as described previously was helically wrapped as described previously 

20 around a 12 mm diameter mandrel. The mandrel and film tube were 

heated according to step 3 at 380*C for 12 minutes and subsequently 
the combined tubes were heated as described by step 6 at 380*C for 10 
minutes. The composite tube was fitted over a 10 nm mandrel as 
described by step 8 and heated at 380*C for 2 minutes as described by 

25 step 9. For step 11, a 3.2 m diameter mandrel was used with about 5 
kg of tension applied to the tube. The heat treatment of step 12 was 
accomplished at 200*C for 20 minutes. Finally, the resulting liner 
was heat sterilized at 145*C for IS minutes without the use of steam. 
This liner was fitted into position In a similar manner as 

30 described previously except that a balloon catheter was not used for 
deployment. Instead, following anastomosis of the proximal end of the 
Interior liner, the blood pressure of the animal was used to supply 
the force necessary to Increase the circumference to cause the liner 
to conform to the Inside surface of the venous anastomosis of the vein 

35 and the 6 mm GORE-TEX Stretch Vascular Graft and adjacent segments of 
each. 
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After the deplojment of this 0.10 m thick Interior liner it the 
venous ensstonosls In the right leg of the dog. It ms observed th.t 
the restored blood flow caused the interior liner to quickly increase 
in circumference, snoothly confomlng to the rtgion of the venous 
•nestowsis. The interior liner was readily visible through the 
femoral vein, and it was clear that no winkles were present. 
Occasionally, due to the deep breathing of the dog causing an Increase 
in thoracic pressure, the vein surrounding the liner dilated arare than 
the interior liner, allowing blood to reside in the resulting coaxial 
space. The resident blood, however, evacuated quickly when the 
thoracic pressure decreased, and the vein returned to the same 
diameter as the Interior liner. As time went on. the vein ceased to 
dilate in the area which was lined. The cessation of this behavior 
first occurred near the veln-graft anastomosis, then with time, larger 
and larger areas of the lined vessel became stabilized. Flow through 
the liner was allowed to continue for 82 minutes. Upon explant. no 
wrinkles were detected, and the luminal surface of the liner appeared 
clean and free of any clot. 
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Wft Clilffl: 

1. An article comprising a tube hiving e circumference vherein the 
circumference of said tube Increases In response to the 
application of Internal pressure (ip to a second circunference, 

5 thereafter the circumference remaining substantially unchanged 

with further Increasing Internal pressure. 

2. The tube of claim 1 comprising porous polytetrafluoroethylene. 

3. The tube of claim 2 having a wall thickness less than or oqual to 
about 0.2S evn* 

10 4. The tube of claim 3 having a wall thickness less than or equal to 
about 0.10 mm. 

S. The tube of claim 2 wherein said porous polytetrafluoroethylene 

has a mlcrostructure of nodes interconnected by fibrils 
€. The tube of claim 5 in which said tube comprises a porous 
15 polytetrafluoroethylene tube, said tube being covered by one or 

more helical layers of porous polytetrafluoroethylene material, 

7. The tube of claim 6 in which said porous polytetrafluoroethylene 
material is In the form of a tube. 

8. The tube of claim 6 in which said porous polytetrafluoroethylene 
20 material Is In the form of a film, 

9. The tube of claim 6 In which said porous polytetrafluoroethylene 
material is thermally bonded to the porous 
polytetrafluoroethylene tube. 

10. The tube of claim 6 in which the tube exhibits minimal recoil 
25 following removal of a circumferentially distending force. 

11. The tube of claim 10 exhibiting minimal recoil of 14 percent or 
less. 

12. The tube of claim II exhibiting minimal recoil of 10 percent or 
less. 

30 13. The tube of claim 12 exhibiting minimal recoil of 7 percent or 
less. 

14. The tube of claim 6 comprising a vascular graft. 

15. The tube of claim 14 having a wall thickness less than or equal 
to about 0.25 mm. 

35 16. The tube of claim IS having a wall thickness less than or equal 
to about 0.10 mm. 
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17. The tube of claim 14 having first and second opposing ends 
%rhere1n the second circumference at the first opposing tnd Is 
larger than the second circunference at the stcond opposing end 
whereby the tube is tapered betMen the first and second opposing 
5 onds. 

IB. The tube of clain 14 wherein the tube is branched and has at 
least three tnds. 

19. The tube of clain 14 comprising an intraluminal graft. 

20. The tube of claim 19 wherein the intraluminal graft is secured to 

ID a blood conduit by sutures. 

21. The tube of claim 19 wherein the intrilumlnal graft is secured to 
a blood conduit by a stent. 

22. The tube of claim 19 wherein the circumference Is increased by 
inflating a balloon. 

15 23. The tube of claim 19 wherein the circumference is increased by 
blood pressure. 

24. The tube of claim 1 comprising a vascular graft. 

25. The tube of claim 24 comprising an intraluminal graft. 

26. The tube of claim 1 wherein the tube exhibits minimal recoil 
20 following a substantial reduction in pressure. 

27. The tube of claim 1 wherein the tube comprises an interior liner 
within a tubular form selected from the group consisting of 
tubes, pipes and blood conduits. 

25. The tube of claim 27 wherein the blood conduits are prosthetic 
25 vascular grafts. 

29. The tube of claim 27 wherein the blood conduits are living blood 
vessels. 

30. The tube of claim 27 wherein the interior liner covers an 
anastomosis. 

30 31. The tube of claim 1 having first and second opposing ends wherein 
the second circumference at the first opposing end is larger than 
the second circumference at the second opposing end whereby the 
tube is tapered between the first and second opposing ends. 
32. The tube of claim 1 wherein the tube is branched and has three 

25 ends. 
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33. An article comprising t tube hiving t first circumference it a 
first Internal pressure of atmospheric pressure, a second 
circumference at a second Internal pressure greater than 
atmospheric pressure, said second circuvference being greater 

5 than the first circumference, i*erein upon applying an internal 

pressure greater than the second internal pressure, the tube 
still substantially has the second circumference. 

34. The article of claim 33 wherein said tube comprises porous 
polytetraf 1 uoroethyl ene . 

10 35. The article of claim 34 wherein said tube comprises a vascular 
graft. 

36. A tube having a longitudinal axis, said tube comprising first and 
second helically wound ^tytrs of tape, said tube having a first 
circumference at a first time and a second circumference at a 

15 second time subsequent to the first time, said second 

circumference being greater than siid first circumference, 
wherein the first and second helically wound layers of tape are 
oriented at different angles respectively with regard to the 
longitudinal axis of the tube when said tube has the first 

20 circumference, and wherein the angle of the first helically wound 

layer of tape with respect to the longitudinal axis changes when 
the tube changes from the first circumference to the second 
circumference. 

37. A tube according to claim 36 wherein the angle of the second 
25 helically wound layer of tape with respect to the longitudinal 

axis changes when the tube has the second circumference. 

35. A tube according to claim 37 wherein said second circumference 
results from the application of increasing pressure within the 
tube. 

30 39. A tube according to claim 36 wherein said second circumference 
results from the application of increasing pressure within the 
tube. 

40. A tube according to claim 36 comprised of porous 
polytetraf 1 uoroethyl ene . 
35 41. A tube according to claim 36 comprising a vascular graft. 
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42. An article comprising i tube having a circineferencc i*ere1n the 
circumfertnce of slid tube increases In response to the 
appllcition of a clrcunferentlally distending force, wherein the 
tube exhibits recoil of 14 percent or less folloiring rtmovil of 

5 the circuttferentiany distending force. 

43. A tube according to claim 42 wherein the recoil is 10 percent or 
less. 

44. A tube according to clain 43 wherein the recoil Is 7 percent or 
less. 

10 45. A tube according to cliim 42 wherein the tube comprises a 
vascular graft. 

45. A tube according to claim 4S wherein the vascular graft Is 
coirprised of porous polytetrafluoroethylene. 

47. A tube according to claim 46 wherein the application of the 
15 circumfereniially distending force Is the result of Inflation of 

a balloon catheter. 
4B. A tube according to claim 46 wherein the application of the 

circumfereniially distending force Is from the application of 

blood pressure. 

20 4S. A tube according to claim 46 wherein the vascular graft has a 
wall thickness less than about 0.25 mm. 

50. A tube according to claim 46 wherein the vascular graft 1$ 
secured by the use of sutures. 

51. A tube according to claim 46 wherein the vascular graft Is 
25 secured by a stent. 

52. A tube according to claim 46 wherein the circumference of said 
vascular graft increases in response to the application of 
internal pressure up to a second circumference, thereafter the 
circumference remaining substantially unchanged with Increasing 

30 Internal pressure. 

53. A tube according to claim 52 wherein the application of Internal 
pressure is the result of Inflation of a balloon catheter. 

54. A tube according to clain 52 wherein the application of Internal 
pressure is from the application of blood pressure. 

35 55. A tube according to clain 52 wherein the vascular graft has a 
wall thickness less than about 0.25 mm. 
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56. A tube tccording to cliin SZ wherein the vascular graft is 
secured fcy the use of it least one suture. 

57. A tube according to clain S2 wherein the vascular graft Is 
secured by a stent. 

5 -58. A tube according to dais 45 wherein the vascular graft cooprises 
an Intraluminal graft. 

59. A tube according to clain S8 wherein the application of Internal 
pressure Is the result of Inflation of a balloon catheter. 

60. A tube according to clain 58 wherein the appllcitlon of Internal 
10 pressure Is from the application of blood pressure. 

61. A tube according to claim 58 wherein the intraluminal graft has a 
wall thickness less than about 0.25 nn. 

62. A tube according to claim 58 wherein the Intraluminal graft is 
secured by the use of at least one suture. 

15 63. A tube according to claim 58 wherein the Intraluminal graft Is 
secured by a stent. 

64. A tube according to claim 58 wherein the circumference of said 
Intraluminal graft Increases In response to the application of 
Internal pressure up to a second circumference, thereafter the 

20 circumference remaining substantially unchanged with Increasing 

Internal pressure. 

65. A tube according to claim 64 wherein the application of internal 
pressure is the result of Inflation of a balloon catheter. 

6£. A tube according to claim 64 iiherein the application of internal 
25 pressure is from the application of blood pressure. 

67. A tube according to claim 64 wherein the vascular graft has a 
wall thickness less than about 0.25 m. 

68. A tube according to claim 64 wherein the vascular graft is 
secured by the use of at least one suture. 

30 69. A tube according to claim 64 wherein the vascular graft is 
secured by a stent. 

70. A tube according to claim 43 wherein the tube is comprised of 
porous polytetrafluoroethylene. 

71. A tube according to claim 70 wherein the tube has a wall 
35 thickness less than about 0.25 nm. 
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72. A tube according to claln 70 whtrtin the circumference of the 
tube increases in response to the applicttion of Internal 
prtitur^ up to a second circumftrtnce. thereafter the 
circumference rtmaining fubstantially unchanged with Increasing 
internal pressure. 

73. A tube according to clain 72 ifherein the tube hts a wll 
thickness less than about 0.25 n. 

74. A tube according to claiai 43 wherein the tube comprises an 
intraluminal graft. 

A tube according to claim 74 wherein the intraluminal graft has 
wall thickness less than about 0.25 in. 

76. A tube according to claim 74 wherein the circumference of said 
intraluminal graft increases in response to the application of 
internal pressure up to a second circumference, thereafter the 

15 circumference remaining substantially unchanged with increasing 

internal pressure. 

77. A tube according to claim 76 wherein the vascular graft has a 
wall thickness less than about 0.25 mm. 

78. A tube according to claim 44 wherein the vascular graft is 
20 comprised of porous polytetrafluoroethylene. 

79. A tube according to claim 78 wherein the vascular graft has a 
wall thickness less than about 0.25 mm. 

80. A tube according to claim 78 wherein the circumference of said 
vascular graft increases in response to the application of 

25 internal pressure up to a second circumference, thereafter the 

circumference remaining substantially unchanged with Increasing 
internal pressure. 

81. A tube according to claim BO wherein the vascular graft has a 
wall thickness less than about 0.25 mm. 

3 0 82. A tube according to claim 44 wherein the tube comprises an 
intraluminal graft. 
83. A tube according to claim 82 wherein the intraluminal graft has 
wall thickness less than about 0.25 mm. 
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84. A tube according to cUIn 82 vhirtln the circumfertnct of said 
Intriluinlnal graft Increases In response to the application of 
Internal pressure up to a second circumference, thereafter the 
circumference rtmalning substantially unchanged with increasing 

5 Internal pressure. 

85. A tube according to claim 82 i*ere1n the vascular graft has a 
wall thickness less than about 0.25 ns. 

86. An article comprising a tube having a circumference irhereln the 
circumference of said tube increases In response to the initial 

10 application of blood pressure. 

87. A tube according to claim 86 wherein said tube comprises a 
vascular graft. 

88. A tube according to claim 87 wherein the vascular graft comprises 
an intraluminal graft. 

IB 89. A tube according to claim 88 wherein the vascular graft Is 
comprised of porous polytetrafluoroethylene. 

90. A tube according to claim 86 wherein the tube is comprised of 
porous polytetrafluoroethylene. 

91. A tube according to claim 86 wherein the tube exhibits minimal 
2 0 recoil following removal of blood pressure. 

92. A tube according to claim 91 wherein the minimil recoil is 14 
percent or less. 

93. A tube according to claim 92 wherein the minimal recoil is 10 
percent or less. 

25 94. A tube according to claim S3 wherein the minimal recoil 1$ 7 
percent, or less, 

95. A tube according to claim 91 wherein the tube comprises a 
vascular graft. 

96. A tube according to claim 95 wherein the vascular graft comprises 
30 an intraluminal graft. 

97. A tube according to claim 91 wherein the tube comprises porous 
pol y te t r a f 1 uoroethyl ene . 
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A Mthod of Mking « tube having a longitudinal axis and having a 
second circumf trance said a«thod comprising: 

a) obtaining a first tube of porous polytetrafluoroethylene 
having an Inside diameter and an exterior surface* end 
fitting said first tube over a first iiandrel having an 
outside diameter corresponding to the Inside diameter of the 
first tube; 

b) fitting a second tube of porous polytetrafluoroethylene 
coaxlally over said first tube, said second tube having an 
Inside diameter larger than the outside diameter of the 
first tube and said second tube comprising helically irrapped 
porous polytetrafluoroethylene film; 

c) applying tension to the second tube parallel to the 
longitudinal axis of the tube whereby the Inside diameter of 
the second tube v$ reduced causing the Inside diameter of 
the second tube to conform to the exterior surface of the 
first tube; 

d) longitudinally restraining the first and second tubes to the 
first mandrel to prevent longitudinal shrinkage, heating the 
first and second tubes adequately to cause the first and 
second tubes to become bonded together; 

e) removing the bonded first and second tubes from the first 
mandrel and fitting them over a second mandrel having ah 
outside diameter larger than the outside diameter of the 
first mandrel, ifherein the outside diameter of the second 
mandrel substantially corresponds to the second 
circumference; 

f) removing the bonded first and second tubes from the second 
mandrel; and 

9) applying tension to the bonded first and second tubes 
causing a reduction in circumference to a circumference 
smaller than the second circumference. 

A method according to claim 98 wherein the bonded first and 

second tubes are heat treated prior to their removal from the 

second mandrel . 



J 
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100. A method tccording to cliln 99 wherein the bonded first and 
secono tubes, following their removal from the second mandrel, 
are coaxlally fitted over the first mandrel and tensloned 
longitudinally to cause them to conform to the outside diameter 

5 of the first mandrel, and subsequently beat treated and removed 

from the first mindrel. 

101. A method according to claim 100 wherein said tube comprises a 
vascular graft* 

102* A method according to claim 101 wherein the vascular graft 
10 comprise an Intraluminal graft, 

103. A method according to claim 98 wherein said tube comprises a 
vascular grift. 

104. A method according to claim 103 wherein the vascultr graft 
comprises an intraluminal graft. 

15 105. A method of repairing an arteriovenous vascular graft having a 
lumen, comprising inserting an Intraluminal graft into the lumen 
of the arteriovenous vascular graft and causing the intraluminal 
graft to conform to the lumen of the arteriovenous vascular 
graft. 

20 106. A method according to claim 105 wherein the intraluminal graft is 

comprised of porous polytetrafluoroethylene. 
107. A method according to claim 106 wherein the intraluminal graft is 

caused to conform to the lumen of the arteriovenous vascular 

graft by blood pressure. 
25 108, A method according to claim 106 wherein the intraluminal graft is 

caused to conform to the lumen of the arteriovenous vascular 

graft by inflating a balloon catheter. 

109. A method according to claim 106 wherein the intraluminal graft is 
secured to the arteriovenous vascular graft by at least one 

30 suture. 

110. A method according to claim 106 wherein the Intraluminal graft is 
secured to the arteriovenous graft by the use of a stent, 

111. A method according to claim 105 wherein the intraluminal graft 
extends beyond the arteriovenous vascular graft into a vein. 

35 112. A method according to claim 105 wherein the intraluminal graft is 
caused to conform to the lumen of the arteriovenous vascular 
graft by blood pressure. 
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113. A nethod iccording to claln lOS whtrtin th« intriluBinil grtft is 
caused to conform to the lumen of the trterioifenous viscultr 
graft by inflating a balloon catheter. 

114. A method according to claim lOS wherein the intraluminal graft is 
5 secured to the arteriovenous vascular graft by at least one 

suture. 

115. A method according to claim lOS wherein the intraluminal graft is 
secured to the arteriovenous graft by the use of « stent. 

116. A method according to claim 105 irherein the intraluminal graft 
10 extends beyond the arteriovenous vascular graft into a vein. 

117. A method of lining a blood conduit with an articl* having a 
longitudinal axis, said method coaprising: 

»' providing a first porous PTFE material made into the form of 
a first tube having an inside diameter and an exterior 

15 surface, the first mBterlil comprising PTFE having fibrils 

oriented in a first direction; 

b) providing a second porous PTFE material made into the form 
of a second tube fitted coaxially over the first tube, the 
second material having an inside diameter larger than the 

2 0 outside diameter of the first tube, said second tube 

including PTFE having oriented in a second direction; 

c) bonding the first and second materials together to form the 
article, the article being capable of distending upon 
introduction of an Internal pressure in the article; 

25 d) placing the covering In a blood conduit; and 

e) applying pressure to the article to distend It to an 
enlarged diameter, lining the blood conduit. 
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